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§123.5

§123.5 Current good manufacturing
practice.

(a) Part 110 of this chapter applies in
determining whether the facilities,
methods, practices, and controls used
to process fish and fishery products are
safe, and whether these products have
been processed under sanitary condi-
tions.

(b) The purpose of this part is to set
forth requirements specific to the proc-
essing of fish and fishery products.

§123.6 Hazard analysis and Hazard
Analysis Critical Control Point
(HACCP) plan.

(a) Haeard analysis. Every processor
shall conduct, or have conducted for it,
a hazard analysis to determine whether
there are food safety hazards that are
reasonably likely to occur for each
kind of fish and fishery product proc-
essed by that processor and to identify
the preventive measures that the proc-
essor can apply to control those haz-
ards. Such food safety hazards can be
introduced both within and outside the
processing plant environment, includ-
ing food safety hazards that can occur
before, during, and after harvest. A
food safety hazard that is reasonably
likely to occur is one for which a pru-
dent processor would establish controls
because experience, illness data, sci-
entific reports, or other information
provide a basis to conclude that there
is a reasonable possibility that it will
occur in the particular type of fish or
fishery product being processed in the
absence of those controls.

(b) The HACCP plan. Every processor
shall have and implement a written
HACCP plan whenever a hazard anal-
ysis reveals one or more food safety
hazards that are reasonably likely to
occur, as described in paragraph (a) of
this section. A HACCP plan shall be
specific to:

(1) Each location where fish and fish-
ery products are processed by that
processor; and

(2) Each kind of fish and fishery prod-
uct processed by the processor. The
plan may group kinds of fish and fish-
ery products together, or group kinds
of production methods together, if the
food safety hazards, critical control
points, critical limits, and procedures
required to be identified and performed
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in paragraph (c) of this section are
identical for all fish and fishery prod-
ucts so grouped or for all production
methods so grouped.

(c) The contents of the HACCP plan.
The HACCP plan shall, at a minimum:

(1) List the food safety hazards that
are reasonably likely to occur, as iden-
tified in accordance with paragraph (a)
of this section, and that thus must be
controlled for each fish and fishery
product. Consideration should be given
to whether any food safety hazards are
reasonably likely to occur as a result
of the following:

(i) Natural toxins;

(ii) Microbiological contamination;

(iii) Chemical contamination;

(iv) Pesticides;

(v) Drug residues;

(vi) Decomposition in scombroid
toxin-forming species or in any other
species where a food safety hazard has
been associated with decomposition;

(vii) Parasites, where the processor
has knowledge or has reason to know
that the parasite-containing fish or
fishery product will be consumed with-
out a process sufficient to kill the
parasites, or where the processor rep-
resents, labels, or intends for the prod-
uct to be so consumed;

(viii) Unapproved use of direct or in-
direct food or color additives; and

(ix) Physical hazards;

(2) List the critical control points for
each of the identified food safety haz-
ards, including as appropriate:

(i) Critical control points designed to
control food safety hazards that could
be introduced in the processing plant
environment; and

(ii) Critical control points designed
to control food safety hazards intro-
duced outside the processing plant en-
vironment, including food safety haz-
ards that occur before, during, and
after harvest;

(3) List the critical limits that must
be met at each of the critical control
points;

(4) List the procedures, and frequency
thereof, that will be used to monitor
each of the critical control points to
ensure compliance with the critical
limits;

(6) Include any corrective action
plans that have been developed in ac-
cordance with §123.7(b), to be followed
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